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if the substance is obtained legally in a
foreign country.

(3) Use of the substance can form the
basis of a legitimate medical expla-
nation only if it is used consistently
with its proper and intended medical
purpose.

(4) Even if you find that there is a le-
gitimate medical explanation under
this paragraph (e) and verify a test
negative, you may have a responsi-
bility to raise fitness-for-duty consid-
erations with the employer (see
§ 40.327).

§ 40.139 On what basis does the MRO
verify test results involving opi-
ates?

As the MRO, you must proceed as fol-
lows when you receive a laboratory
confirmed positive opiate result:

(a) If the laboratory detects the pres-
ence of 6-acetylmorphine (6-AM) in the
specimen, you must verify the test re-
sult positive.

(b) In the absence of 6-AM, if the lab-
oratory detects the presence of either
morphine or codeine at 15,000 ng/mL or
above, you must verify the test result
positive unless the employee presents a
legitimate medical explanation for the
presence of the drug or drug metabolite
in his or her system, as in the case of
other drugs (see § 40.137). Consumption
of food products (e.g., poppy seeds)
must not be considered a legitimate
medical explanation for the employee
having morphine or codeine at these
concentrations.

(c) For all other opiate positive re-
sults, you must verify a confirmed
positive test result for opiates only if
you determine that there is clinical
evidence, in addition to the urine test,
of unauthorized use of any opium, opi-
ate, or opium derivative (i.e., mor-
phine, heroin, or codeine).

(1) As an MRO, it is your responsi-
bility to use your best professional and
ethical judgement and discretion to de-
termine whether there is clinical evi-
dence of unauthorized use of opiates.
Examples of information that you may
consider in making this judgement in-
clude, but are not limited to, the fol-
lowing:

(i) Recent needle tracks;

(ii) Behavioral and psychological
signs of acute opiate intoxication or
withdrawal;

(iii) Clinical history of unauthorized
use recent enough to have produced the
laboratory test result;

(iv) Use of a medication from a for-
eign country. See § 40.137(e) for guid-
ance on how to make this determina-
tion.

(2) In order to establish the clinical
evidence referenced in paragraphs
(c)(1)(i) and (ii) of this section, personal
observation of the employee is essen-
tial.

(i) Therefore, you, as the MRO, must
conduct, or cause another physician to
conduct, a face-to-face examination of
the employee.

(ii) No face-to-face examination is
needed in establishing the clinical evi-
dence referenced in paragraph (c)(1)(iii)
or (iv) of this section.

(3) To be the basis of a verified posi-
tive result for opiates, the clinical evi-
dence you find must concern a drug
that the laboratory found in the speci-
men. (For example, if the test con-
firmed the presence of codeine, and the
employee admits to unauthorized use
of hydrocodone, you do not have
grounds for verifying the test positive.
The admission must be for the sub-
stance that was found).

(4) As the MRO, you have the burden
of establishing that there is clinical
evidence of unauthorized use of opiates
referenced in this paragraph (c). If you
cannot make this determination (e.g.,
there is not sufficient clinical evidence
or history), you must verify the test as
negative. The employee does not need
to show you that a legitimate medical
explanation exists if no clinical evi-
dence is established.

§ 40.141 How does the MRO obtain in-
formation for the verification deci-
sion?

As the MRO, you must do the fol-
lowing as you make the determinations
needed for a verification decision:

(a) You must conduct a medical
interview. You must review the em-
ployee’s medical history and any other
relevant biomedical factors presented
to you by the employee. You may di-
rect the employee to undergo further
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medical evaluation by you or another
physician.

(b) If the employee asserts that the
presence of a drug or drug metabolite
in his or her specimen results from
taking prescription medication, you
must review and take all reasonable
and necessary steps to verify the au-
thenticity of all medical records the
employee provides. You may contact
the employee’s physician or other rel-
evant medical personnel for further in-
formation.

§ 40.143 [Reserved]

§ 40.145 On what basis does the MRO
verify test results involving adulter-
ation or substitution?

(a) As an MRO, when you receive a
laboratory report that a specimen is
adulterated or substituted, you must
treat that report in the same way you
treat the laboratory’s report of a con-
firmed positive test for a drug or drug
metabolite.

(b) You must follow the same proce-
dures used for verification of a con-
firmed positive test for a drug or drug
metabolite (see §§ 40.129–40.135, 40.141,
40.151), except as otherwise provided in
this section.

(c) In the verification interview, you
must explain the laboratory findings to
the employee and address technical
questions or issues the employee may
raise.

(d) You must offer the employee the
opportunity to present a legitimate
medical explanation for the laboratory
findings with respect to presence of the
adulterant in, or the creatinine and
specific gravity findings for, the speci-
men.

(e) The employee has the burden of
proof that there is a legitimate med-
ical explanation.

(1) To meet this burden in the case of
an adulterated specimen, the employee
must demonstrate that the adulterant
found by the laboratory entered the
specimen through physiological means.

(2) To meet this burden in the case of
a substituted specimen, the employee
must demonstrate that he or she did
produce or could have produced urine,
through physiological means, meeting
the creatinine and specific gravity cri-
teria of § 40.93(b).

(3) The employee must present infor-
mation meeting this burden at the
time of the verification interview. As
the MRO, you have discretion to ex-
tend the time available to the em-
ployee for this purpose for up to five
days before verifying the specimen, if
you determine that there is a reason-
able basis to believe that the employee
will be able to produce relevant evi-
dence supporting a legitimate medical
explanation within that time.

(f) As the MRO or the employer, you
are not responsible for arranging, con-
ducting, or paying for any studies, ex-
aminations or analyses to determine
whether a legitimate medical expla-
nation exists.

(g) As the MRO, you must exercise
your best professional judgment in de-
ciding whether the employee has estab-
lished a legitimate medical expla-
nation.

(1) If you determine that the employ-
ee’s explanation does not present a rea-
sonable basis for concluding that there
may be a legitimate medical expla-
nation, you must report the test to the
DER as a verified refusal to test be-
cause of adulteration or substitution,
as applicable.

(2) If you believe that the employee’s
explanation may present a reasonable
basis for concluding that there is a le-
gitimate medical explanation, you
must direct the employee to obtain,
within the five-day period set forth in
paragraph (e)(3) of this section, a fur-
ther medical evaluation. This evalua-
tion must be performed by a licensed
physician (the ‘‘referral physician’’),
acceptable to you, with expertise in the
medical issues raised by the employee’s
explanation. (The MRO may perform
this evaluation if the MRO has appro-
priate expertise.)

(i) As the MRO or employer, you are
not responsible for finding or paying a
referral physician. However, on request
of the employee, you must provide rea-
sonable assistance to the employee’s
efforts to find such a physician. The
final choice of the referral physician is
the employee’s, as long as the physi-
cian is acceptable to you.

(ii) As the MRO, you must consult
with the referral physician, providing
guidance to him or her concerning his
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